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marked ‘‘Radiation Safety Product Re-
port of (name of manufacturer)”’ and
shall:

(a) Identify which listed product is
being reported.

(b) Identify each model of the listed
product together with sufficient infor-
mation concerning the manufacturer’s
code or other system of labeling to en-
able the Director to determine the
place of manufacture.

(¢) Include information on all compo-
nents and accessories provided in, on,
or with the listed product that may af-
fect the quantity, quality, or direction
of the radiation emissions.

(d) Describe the function, operational
characteristics affecting radiation
emissions, and intended and known
uses of each model of the listed prod-
uct.

(e) State the standard or design spec-
ifications, if any, for each model with
respect to electronic product radiation
safety. Reference may be made to a
Federal standard, if applicable.

(f) For each model, describe the phys-
ical or electrical characteristics, such
as shielding or electronic circuitry, in-
corporated into the product in order to
meet the standards or specifications re-
ported pursuant to paragraph (e) of
this section.

(g) Describe the methods and proce-
dures employed, if any, in testing and
measuring each model with respect to
electronic product radiation safety, in-
cluding the control of unnecessary, sec-
ondary, or leakage electronic product
radiation, the applicable quality con-
trol procedures used for each model,
and the basis for selecting such testing
and quality control procedures.

(h) For those products which may
produce increased radiation with aging,
describe the methods and procedures
used, and frequency of testing of each
model for durability and stability with
respect to electronic product radiation
safety. Include the basis for selecting
such methods and procedures, or for de-
termining that such testing and qual-
ity control procedures are not nec-
essary.

(i) Provide sufficient results of the
testing, measuring, and quality control
procedures described in accordance
with paragraphs (g) and (h) of this sec-
tion to enable the Director to deter-
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mine the effectiveness of those test
methods and procedures.

(j) Report for each model all warning
signs, labels, and instructions for in-
stallation, operation, and use that re-
late to electronic product radiation
safety.

(k) Provide, upon request, such other
information as the Director may rea-
sonably require to enable him/her to
determine whether the manufacturer
has acted or is acting in compliance
with the Act and any standards pre-
scribed thereunder, and to enable the
Director to carry out the purposes of
the Act.

§1002.11 Supplemental reports.

Prior to the introduction into com-
merce of a new or modified model with-
in a model or chassis family of a prod-
uct listed in table 1 of §1002.1 for which
a report under §1002.10 is required, each
manufacturer shall submit a report
with respect to such new or modified
model describing any changes in the in-
formation previously submitted in the
product report. Reports will be re-
quired for changes that:

(a) Affect actual or potential radi-
ation emission.

(b) Affect the manner of compliance
with a standard or manner of testing
for radiation safety.
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Manufacturers of products requiring
abbreviated reports as specified in
table 1 of §1002.1 shall submit, prior to
the introduction of such product, a re-
port distinctly marked ‘‘Radiation
Safety Abbreviated Report” which
shall include:

(a) Firm and model identification.

(b) A brief description of operational
characteristics that affect radiation
emissions, transmission, or leakage or
that control exposure.

(c) A list of applications or uses.

(d) Radiation emission, transmission,
or leakage levels.

(e) If necessary, additional informa-
tion as may be requested to determine
compliance with the Act and this part.

Abbreviated reports.

§1002.13 Annual reports.

(a) Every manufacturer of products
requiring an annual report as specified
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in table 1 of §1002.1 shall submit an an-
nual report summarizing the contents
of the records required to be main-
tained by §1002.30(a) and providing the
volume of products produced, sold, or
installed.

(b) Reports are due annually by Sep-
tember 1. Such reports shall cover the
12-month period ending on June 30 pre-
ceding the due date of the report.

(c) New models of a model family
that do not involve changes in radi-
ation emission or requirements of a
performance standard do not require
supplemental reports prior to introduc-
tion into commerce. These model num-
bers should be reported in quarterly
updates to the annual report.

Subpart C—Manufacturers’ Re-
ports on Accidental Radiation
Occurrences

§1002.20 Reporting of accidental radi-
ation occurrences.

(a) Manufacturers of electronic prod-
ucts shall, where reasonable grounds
for suspecting that such an incident
has occurred, immediately report to
the Director, Center for Devices and
Radiological Health, all accidental ra-
diation occurrences reported to or oth-
erwise known to the manufacturer and
arising from the manufacturing, test-
ing, or use of any product introduced
or intended to be introduced into com-
merce by such manufacturer. Reason-
able grounds include, but are not nec-
essarily limited to, professional, sci-
entific, or medical facts or opinions
documented or otherwise, that con-
clude or lead to the conclusion that
such an incident has occurred.

(b) Such reports shall be addressed to
the Director, Center for Devices and
Radiological Health, 5600 Fishers Lane,
Rockville, MD 20857, and the reports
and their envelopes shall be distinctly
marked ‘“‘Report on §1002.20" and shall
contain all of the following informa-
tion where known to the manufacturer:

(1) The nature of the accidental radi-
ation occurrence;

(2) The location at which the acci-
dental radiation occurrence occurred;

(3) The manufacturer, type, and
model number of the electronic prod-
uct or products involved;
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(4) The circumstances surrounding
the accidental radiation occurrence,
including causes;

(56) The number of persons involved,
adversely affected, or exposed during
the accidental radiation occurrence,
the nature and magnitude of their ex-
posure and/or injuries and, if requested
by the Director, Center for Devices and
Radiological Health, the names of the
persons involved;

(6) The actions, if any, which may
have been taken by the manufacturer,
to control, correct, or eliminate the
causes and to prevent reoccurrence;
and

(7) Any other pertinent information
with respect to the accidental radi-
ation occurrence.

(c) If a manufacturer is required to
report to the Director under paragraph
(a) of this section and also is required
to report under part 803 of this chapter,
the manufacturer shall report in ac-
cordance with part 803. If a manufac-
turer is required to report to the Direc-
tor under paragraph (a) of this section
and is not required to report under part
803, the manufacturer shall report in
accordance with paragraph (a) of this
section. A manufacturer need not file a
separate report under this section if an
incident involving an accidental radi-
ation occurrence is associated with a
defect or noncompliance and is re-
ported pursuant to §1003.10 of this
chapter.

[38 FR 28625, Oct. 15, 1973, as amended at 49
FR 36351, Sept. 14, 1984; 53 FR 11254, Apr. 6,
1988; 60 FR 48386, Sept. 19, 1995]

Subpart D—Manufacturers’
Records

§1002.30 Records to be maintained by
manufacturers.

(a) Manufacturers of products listed
under table 1 of §1002.1 shall establish
and maintain the following records
with respect to such products:

(1) Description of the quality control
procedures with respect to electronic
product radiation safety.

(2) Records of the results of tests for
electronic product radiation safety, in-
cluding the control of unnecessary, sec-
ondary or leakage electronic product
radiation, the methods, devices, and
procedures used in such tests, and the
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